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Background: The 24 mm Colibri TAVI valve is pre-mounted and compressed
upon its delivery balloon catheter at manufacture and is packaged ensheathed
within a 14 French introducer, sterilized and ready for insertion into the patient,
obviating typical valve rinsing, mounting and loading procedures. We report the
results of the COSTAS-I study of the ﬁrst-in-human cohort receiving the Colibri
Transcatheter Aortic Valve (CTAV) in an initial feasibility study at up to
18 months of follow-up.
Methods: The primary endpoints were successful valve implantation, valve perfor-
mance (gradient, area, jet velocity, regurgitation grade) and safety based on the
incidence of Major Adverse Cardiovascular and cerebrovascular events (MACCE) at
30 days. An initial cohort of 5 patients was enrolled. All patients were NYHA class
3-4, with preserved ejection fraction. The average aortic valve mean gradient (MG)
pre-procedure was 53 mmHg and the average aortic valve area (AVA) was 0.71 cm2.
Results: The valve was implanted successfully by transfemoral approach in all cases.
The mean MG decreased to 8.4 mmHg and mean AVA increased to 2.2 cm2. There
was no valvular regurgitation, no need for permanent pacemaker and no stroke. One
case had mild paravalvular insufﬁciency. All patients were discharged home ambu-
latory. Latest follow-up at 18 months, 10 months and three more at 6 months showed
no evidence of myocardial infarction, stroke, or kidney injury. There was no
requirement for permanent pacemaker or repeat procedures. All patients are
NYHA class 1. Most recent Echo-Doppler showed an average MG of 10 mmHg and
AVA of 2.2 cm2, no prosthetic valve insufﬁciency and only one patient with mild
paravalvular leak.
Conclusions: In this ﬁrst-in-human cohort, clinical outcome at up to 18 months after
implantation showed sustained beneﬁts. The COSTAS-I experience suggests that the
Colibri low proﬁle, ready-to-use TAVI technology is feasible and safe, can provide
procedural efﬁciencies and enable the transfemoral treatment of patients with small
femoral arteries. In a small cohort, a high AVA of 2.2 cm2 preserved over time
suggests that the valve design may minimize energy losses.
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Background: Prevalence of mixed aortic stenosis (MAS) in patients undergoing
TAVI is unclear. Due to the particular pathophysiology of this condition, these
patients could represent a high-risk group with regards to device malpositioning, post-
procedural aortic regurgitation (PPAR) and other complications. To date no study has
evaluated the performance of the commercially available Medtronic CoreValve
(MCV) and Edwards Sapien / SAPIEN XT (ESV) valve in this particular subgroup of
patients.
Methods: From November 2007 to September 2013 all patients with a documented
baseline MAS condition that underwent transfemoral (TF) TAVI either with MCV or
ESV, were included in this analysis. MAS patients were deﬁned by the presence of at
least moderate aortic stenosis (AS) associated with moderate or severe aortic regur-
gitation (AR). Outcomes were assessed according to valvular academic research
consortium (VARC-2) criteria at 30 days, 1 and 2 years.
Results: Among 472 patients in whom a baseline echocardiographic data were
available, 295 (62.4%) had a pure aortic stenosis (PAS) while 177 had MAS (37.6%).
Of 177 MAS patients, 59 (33.3%) were treated with MCV and 83 (46.8%) with ESV
through a TF approach. At 30 days there were no differences in all-cause mortality
(5.2% vs. 2.4%; p ¼ 0.391), cardiovascular mortality (3.4% vs 2.4%; p ¼ 0.724),
device success (58.6% vs. 67.5%; p ¼ 0.282) or early safety endpoint (34.5% vs.
25.3%; p ¼ 0.237). However, a greater incidence of valve embolization (7.5% vs. 0%;
p ¼ 0.013), need for a second valve (9.4% vs. 0%; p ¼ 0.005), permanent pacemaker
implantation (28.8% vs. 9.8%; p ¼ 0.010) and moderate to severe peri-prosthetic AR
(PPAR; 12.1% vs. 0%; p ¼ 0.001) was found in the MCV group. At 1 year there were
no differences in all-cause and cardiovascular mortality (15.5% vs. 12.2%; p ¼ 0.572,
and 12.1% vs. 4.9%; p ¼ 0.119). Finally, at 2 years, a greater all-cause (29.3% vs.
14.6%; p ¼ 0.035) and cardiovascular mortality (21.1% vs. 4.9%; p ¼ 0.001) was
found in the MCV group.JACC Vol 64/11/Suppl B j September 13–17, 2014 j TCT Abstracts/VaConclusions: MCV was associated with a greater incidence of moderate-to-severe
PPAR and other intra- and peri-procedural complications in MAS patients that un-
derwent TAVI.
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Background: Signiﬁcant mitral regurgitation (MR) is present in 20-30% of patients
undergoing transcatheter aortic valve replacement (TAVR) and constitutes a signiﬁcant
co-existing valvular heart disease burden. We perform a meta-analysis and systematic
review of literature to evaluate the impact of signiﬁcant MR on outcomes after TAVR.
Methods: Eight studies comprising 8919 patients reporting TAVR outcomes based on
the presence or absence of moderate-severe MR were included. Risk ratios (RR) were
calculated using the inverse variance random effects model.
Results: None-mild MR was present in 77.8% and moderate-severe MR in 22.2% of
the patients. The presence of baseline moderate-severe MR, compared to none-mild
MR, was associated with increased mortality at 30-days (RR 1.24, 95% CI 1.13-1.37,
p < 0.00001) and 1 year (RR 1.21, 95% CI 1.10-1.34, p ¼ 0.0001; Figure 1A). The
increased mortality associated with moderate-severe MR was not inﬂuenced by the
etiology of MR (functional or degenerative MR) (RR 0.90, 95% CI 0.62-1.30,
p ¼ 0.56). The severity of MR improved in 61%  6.0% of patients after TAVR.
Moderate-severe residual MR, compared to none-mild residual MR post-TAVR, was
associated with signiﬁcantly increased 1-year mortality (RR 1.48, 95% CI 1.31-1.68,
p < 0.00001; Figure 1B).Conclusions: Baseline moderate-severe MR results in increased mortality after TAVR.
The severity of moderate-severe MR improves in the majority of patients undergoing
TAVR. Signiﬁcant residual MR post-TAVR is strongly associated with mortality; this
may represent an important group to target with transcatheter therapies in future.
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Background: While a certain degree of oversizing is required to reduce the incidence
of paravalvular leakage, prosthesis oversizing (PO) might be associated with increased
risk of conduction abnormalities leading to new pacemaker implantation. The aim of
this study was to assess the impact of valve oversizing on conduction abnormalitieslvular disease - Aortic: TAVR B207
SATURDAY, SEPTEMBER 13, 2014, 5:00 PM–7:00 PM www.jacctctabstracts2014.comand new pacemaker after implantation of the balloon-expandable Sapien prosthesis
(BES).
Methods: We analyzed 252 consecutive patients undergoing implantation of BES
without pre-existing pacemaker. All patients underwent pre-procedural CT assessment
of the aortic root. The congruence between annulus and valve prosthesis was assessed
using the area cover index (ACI): 100 x (prosthesis area - CT annulus area/ prosthesis
area). ECGs were performed at baseline, immediately after TAVI and at discharge.
Results: We divided the population in two groups according to median ACI value.
There were no differences in baseline characteristics except more women in the ACI
17% group compared to ACI < 17% group (67% vs. 33% p< 0.01). The QRS
interval duration immediately after TAVI and at discharge, incidence of new LBBB
and of new pacemaker was signiﬁcantly higher in ACI 17% group (Figure).OUTCOME ACCORDING TO VARC-2 DEFINITIONS
n/1904 (%)
Device insuccess 221 (11.6)
>1 valve implanted 14 (0.7)
Aortic valve replacement 9 (0.5)
Operative mortality (within 24h) 47 (2.5)
Aortic regurgitation  moderate 100 (5.2)
Mean aortic gradient  20 mmHg 64 (3.4)
Acute Myocardial Infarction ( 72 h) 26 (1.4)
Stroke (non disabling) 36 (1.9)
Stroke (disabling) 18 (1.0)
Life threatening bleeding 186 (9.9)
Major bleeding 200 (10.6)
Major vascular complication 177 (9.3)
Acute Kidney Injury (AKIN) grade 2-3 155 (8.1)
PM implantation (before discharge) 116 (6.1)Conclusions: PO of 17% is associated with increased risk of conduction abnor-
malities and need for new pacemaker after implantation of balloon-expandable Sapien
prosthesis.
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Background: Encouraging results have been demonstrated for TAVI in patients with
reduced left ventricular (LV) ejection fraction (LVEF). Not all patients with systolic
LV dysfunction may proﬁt from TAVI to the same extent, however. The largest
beneﬁt is typically observed in patients who demonstrate LV function (LVF) recovery
after valve intervention. Aim of this study was to identify predictors of LVF recovery
(absolute increase in LVEF of 10%) at mid-term follow-up after TAVI in patients
with preoperative moderate to severe LV dysfunction (LVEF40%).
Methods: Six international TAVI centers participated in this multicenter retrospective
registry. All patients with LVEF40% who underwent TAVI for symptomatic severe
aortic valve stenosis (AS) were identiﬁed in local institutional databases. Baseline,
procedural and follow-up clinical data and echocardiographic images were reviewed
for relevant data.
Results: Between November 2005 and July 2013, 1497 patients underwent TAVI for
symptomatic AS, of which 253 (17%) had a LVEF40%. Eventually, 150 (60%)
patients (mean age 78.68.2 years, 62% male) were included in the study, as 103
(40%) patients lacked echocardiographic mid-term follow-up or underwent interfering
resynchronization therapy. There were no signiﬁcant baseline differences between
included and excluded patients. TAVI was mainly performed through transfemoral
(85%) or transapical (11%) approach with an Edwards SAPIEN (37%) or Medtronic
CoreValve (63%) device. At mid-term follow-up, 67 (45%) patients demonstrated
LVF improvement. Previous CABG (OR¼0.21, CI 95% 0.07-0.60, p¼0.004),
absence of concentric remodeling (OR¼0.35, CI 95% 0.15-0.84, p¼0.019) and pre-
operative left bundle branch block (OR¼0.35, CI 95% 0.13-0.98, p¼0.047) were
independently associated with a reduced likelihood of LVF improvement; higher
preoperative mean gradient (OR¼1.04, CI 95% 1.01-1.07, p¼0.018) with an
increased likelihood of LVF improvement.
Conclusions: Previous CABG, absence of concentric remodeling, and preoperative
LBBB are negatively associated, while higher mean gradient is positively associated
with LVF improvement after TAVI in patients with preoperative moderate to severe
LV dysfunction.
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Background: Transcatheter aortic valve implantation (TAVI) has been proposed as a
therapeutic option for high risk or inoperable patients with severe symptomatic aortic
valve stenosis. aim of this retrospective multicenter study is to report early and mid-
term clinical and echocardiographic outcomes of patients undergoing TAVI with a
balloon-expandable device in Italy
Methods: From 2007 through 2012, 1904 patients were enrolled at 33 centers in the
Italian Transcatheter balloon-Expandable valve Registry (ITER). The study device is
the Sapien/Sapien XT prosthesis (Edwards Lifescience, Irvine, USA). A minimum
follow-up of one-year was required to be part of the Registry. Outcomes were
assigned according to the updated Valve Academic Research Consortium (VARC-2)
deﬁnitions.
Results: Mean age was 81.66.2 and 1147 (60.2%) patients were female. Out of 352
(18.5%) patients who had at least one previous cardiac intervention, 49 (2.6%) un-
derwent Valve-in-Valve TAVI. Mean Logistic EuroSCORE, EuroSCORE II and STS
Score were 22.414.6%, 7.36.7% and 9.27.6%, respectively. The procedural
accesses were: transfemoral, 1252 (65.8%); transapical (33.0%), 629; transaortic
(1.0%), 19; transaxillary (0.2%), 4. Thirty Day mortality was 7.2% (137 patients). The
most signiﬁcant VARC-2 outcomes are summarized in the table below. At discharge
mean transprosthetic gradient was 10.74.5 mmHg. Incidence of post-operative mild,
moderate or severe paravalvular leaks was respectively: 32.1%, 5.0% and 0.4%.
Overall 1, 2 and 3 years survival was 84.5%, 76.4 and 68.2%, respectively.Conclusions: According to our data, patients undergoing TAVI with a balloon
expandable device show good early and mid-term clinical and hemodynamic out-
comes. In particular the incidence of postoperative pace-maker implantation as well as
moderate/severe regurgitation seems reasonable. The incidence of mild regurgitation
is still a matter of concern.
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